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RULES  AND  REGULATIONS 


Title  21— FOOD  AND  DRUGS 

Chapter  Hi — Special  Action  Office  for 
Drug  Abuse  Prevention 

PART  401— CONFIDENTIALITY  OF 

DRUG  ABUSE  PATIENT  RECORDS 

The  Special  Action  Office  for  Drug 
Abuse  Prevention  has  received  nvunerous 
requests  for  interpretations  of  section 
408  of  the  Drug  Abuse  Office  and  Treat¬ 
ment  Act  of  1972  (21  U.S.C.  1175).  That 
section  deals  with  the  confidentiality  of 
patient  records  maintained  by  treatment 
organizations.  On  the  basis  of  the  au¬ 
thority  conferred  by  that  Act,  as  well  as 
other  provisions  of  law,  the  Sp>ecial  Ac¬ 
tion  Office,  in  consultation  with  the  De¬ 
partment  of  Justice  and  the  Department 
of  Health,  Education,  and  Welfare,  has 
prepared  the  accompanying  interpreta¬ 
tive  regulation  to  deal  comprehensively 
with  both  substantive  and  procedural  is¬ 
sues  arising  under  section  408. 

The  rationale  underlying  the  policy  of 
section  408  is  simple  and  compelling. 
Drug  abuse  in  our  society,  at  least  with 
heroin,  inevitably  involves  unlawful  pos¬ 
session  of  drugs  as  a  minimum  criminal 
complication,  and  the  very  high  cost  of 
the  heroin  required  to  maintain  a  full¬ 
blown  habit  leads  in  many  instances  to 
a  pattern  of  crimes  against  property.  So¬ 
cially,  there  is  no  more  crushing  a  stigma 
than  to  be  known  as  a  junkie.  If  so¬ 
ciety  is  to  make  significant  progress  in 
the  struggle  against  drug  abuse,  it  is  im¬ 
perative  that  all  unnecessary  impedi¬ 
ments  to  voluntary  treatment  be  re¬ 
moved.  There  is  clear  agreement  among 
drug  abuse  treatment  program  operators 
that  their  ability  to  assure  patients  and 
prospective  patients  of  anonymity  is  es¬ 
sential  to  the  success  of  their  programs. 
The  identification  of  a  person  as  a  pa¬ 
tient  of  a  general  practitioner  or  hos¬ 
pital  clinic  is  not  ordinarily  of  great  sig¬ 
nificance,  but  the  identification  of  a  per¬ 
son  as  an  enrollee  in  a  narcotic  treatment 
program  can,  in  and  of  itself,  have  pro¬ 
foundly  adverse  consequences. 

It  was  in  recognition  of  these  consider¬ 
ations,  among  others,  that  Congress  en¬ 
acted  section  408  of  Public  Law  92-255 
(21  U.S.C.  1175).  It  must  be  emphasized 
that  the  operation  of  this  section  in  no 
way  creates  a  sanctuary  for  criminals. 
The  enrollment  of  an  addict  in  a  treat¬ 
ment  program  takes  away  nothing,  im¬ 
munizes  nothing,  that  would  be  availa¬ 
ble  to  law  enforcement  authorities  if  the 
program  did  not  exist  or  the  addict  did 
not  enroll  in  it.  The  only  effect  of  his 
enrollment  is  to  diminish  the  likelihood 
of  his  continued  criminal  conduct,  and 
if  the  price  of  this  is  to  isolate  the  rec¬ 
ords  generated  by  the  enrollment  itself, 
this  is  a  small  price  indeed  in  the  light 
of  the  social  benefits. 

A  threshold  question  is  the  scop>e  of  the 
section  in  terms  of  the  programs  and 
activities  covered.  By  its  terms,  section 
408  applies  to  patient  records  “main¬ 
tained  in  connection  with  the  pierform- 
ance  of  any  drug  abuse  prevention  func¬ 
tion  authorized  or  assisted  imder  any 


provision  of  this  Act.  •  •  •”  Under  sec¬ 
tion  221  of  the  Act  (21  U.S.C.  1131),  the 
Director  is  reouired  to  provide  overall 
planning  and  px)licy  for  all  Federal  drug 
abuse  prevention  functions,  and  under 
section  222  (21  U.S.C.  1132),  he  is  given 
plenary  budgetary  authority  with  resp)ect 
to  all  such  functions  for  the  express  pur¬ 
pose  of  implementing  his  authority  un¬ 
der  section  221.  Thus,  all  drug  abuse 
prevention  functions  carried  on  with 
Federal  authorization  or  suppjort  are 
subject  to  the  Director’s  authority  under 
section  221,  and  th“refore  fall  wltoin  the 
scoi)e  of  section  408.  This  result  appiears 
consistent  with  the  thrust  of  the  Act 
r»ad  as  a  whole:  It  is  clear  from  the  con¬ 
ference  report  (H.  Rept.  No.  92-920,  p. 
33)  that  the  conferees  attached  great  im¬ 
portance  to  section  408,  and  it  is  en- 
tirelv  reasonable  to  construe  the  scopie 
of  this  section  as  coextensive  with  that 
of  section  221.  Section  401.01  of  the  regu¬ 
lation  so  provides. 

While  the  legislative  history  of  section 
408  makes  clear  the  intent  of  Congress 
that  patient  records  should  not  be  used 
to  the  patients’  disadvantage,  from  the 
Act  read  as  a  whole  the  intention  is 
equally  clear  to  encourage  the  social  and 
occupational  rehabilitation  of  drug  abus¬ 
ers.  Under  the  regulation,  the  terms 
“benefit’’  and  “governmental  personnel” 
are  construed  in  this  light. 

Although  the  statute  makes  no  men¬ 
tion  of  disclosure  to  a  patient’s  attorney, 
either  with  or  without  his  consent,  it  is 
clear  that  an  absolute  prohibition  on  dis¬ 
closure  to  counsel  would  raise  grave  con¬ 
stitutional  questions,  as  well  as  be  at 
variance  with  the  remedial  purposes  of 
the  Act.  The  constitutionally  protected 
right  to  coimsel,  to  be  meaningful,  must 
necessarily  include  the  concept  of  in¬ 
formed  coimsel,  and  this  can  only  be 
given  on  the  basis  of  facts.  Section  401.25 
interprets  the  statute  in  the  light  of  these 
principles. 

Employment  is  an  indisp>ensable  ele¬ 
ment  of  successful  rehabilitation.  Gain¬ 
ful  employment  in  the  case  of  a  known 
former  addict  may  be  impossible  to  se¬ 
cure  unless  the  nrospective  emplover  has 
some  evidence  that  the  individual  either 
is  currently  enrolled  in  a  treatment  pro¬ 
gram  or  has  successfully  completed  one. 
On  the  other  hand,  employers  generally 
neither  desire  nor  are  capable  of  inter¬ 
preting  the  raw  data  in  the  treatment 
program  records.  In  recognition  of  this 
need,  provisions  have  been  included  to 
permit  treatment  program  operators  to 
work  with  employers  who  have  indicated 
their  willingness  to  cooperate  with  drug 
rehabilitation  programs. 

Similar  reasoning  applies  in  the  case 
of  commimications  with  members  of  a 
patient’s  family.  In  those  cases  where 
such  information  will  help  the  family 
to  aid  in  the  treatment  or  rehabilitation 
process,  and  the  patient  desires  that  it 
be  given  to  them,  evaluations  or  status 
reports  may  be  furnished  to  members  of 
a  patient’s  family  under  that  section. 

To  aid  the  Director  of  the  Special  Ac¬ 
tion  Office  for  Drug  Abuse  Prevention  in 
determining  whether  this  regulation 


should  be  amended,  revoked,  or  reissued 
after  interested  jjersons  have  been  given 
an  opportimity  to  participate,  interested 
persons  are  invited  to  submit  written 
data,  views,  and  arguments.  Any  such 
material  should  be  submitted  to  the  Gen¬ 
eral  Counsel,  Special  Action  Office  for 
Drug  Abuse  Prevention,  726  Jackson 
Place  NW.,  Washington.  DC  20506,  to  be 
received  not  later  than  January  15, 1973, 
Such  material  will  be  made  available  for 
inspection  and  copying  upon  request. 

'The  Special  Action  Office  is  informed 
that  litigation  is  now  pending  whose  out¬ 
come  could  seriouslv  affect  treatment 
programs  throughout  the  country.  In  ad¬ 
dition,  imcertainties  as  to  the  interpre¬ 
tation  and  application  of  section  408  are 
creating  difficulties  and  hardships  for 
many  such  programs  and  their  patients. 
On  the  one  hand,  treatment  program 
counsellors  are  uncertain  of  the  extent 
to  which  they  can  assure  patients  and 
prospective  patients  of  the  confidential¬ 
ity  of  treatment  records;  on  the  other 
hand,  efforts  to  promote  occupational  re¬ 
habilitation  by  working  with  actual  or 
praspective  employers,  with  the  consent 
of  the  patients,  are  being  frustrated  in 
some  instances  by  interpretations  which 
have  been  placed  on  section  408. 

In  view  of  the  foregoing  circumstances, 
it  is  hereby  found  that  good  cause  exists 
to  make  this  regulation  effective  immedi¬ 
ately.  and  that  notice  and  public  pro¬ 
cedure  thereon  prior  to  its  effectiveness 
are  impracticable,  unnecessary,  and  con¬ 
trary  to  the  public  interest,  and  it  is 
hereby  ordered  that  'Title  21  of  the  Code 
of  Federal  Regulations  be  amended  by 
adding  at  the  end  thereof  a  new  chapter, 
as  hereinafter  set  forth,  effective  upon 
publication  in  the  Federal  Register  (11- 
17-72). 

By  order  of  the  Director  of  the  Special 
Action  Office  for  Drug  Abuse  Prevention, 
November  15, 1972. 

Grasty  Crews  n. 

General  Counsel. 

PART  400— [  RESERVED  1 


Oekeral  Provisions 

Sec. 
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401.02  Applicability. 

401.03  General  rules  regarding  confi¬ 
dentiality. 

401.04  Incompetent  or  deceased  patients. 
401.05  Security  precautions. 

401.06  Extent  of  disclosure. 

DiscLOStTRES  Without  Court  Authoritation 
AND  With  Consent  of  Patient 
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Disclosttees  Without  Couet  Authoeization 
AND  Without  Consent  or  Patient 

Sec. 

401.41  Disclosure  without  consent  In  gen* 

eral. 

401.42  Medical  emergency. 

401.43  Records  mslntalred  In  connection 

with  chemotherapeutic  treatment. 

401.44  Research,  audits,  and  program  evalu¬ 

ation. 

CamiNAL  Penalties 

401.51  Penalty  for  unauthorized  disclosure. 

INTEEPEETATION  OF  SECTION  406(b)  (2)  (C)  IN 
Relation  to  Othee  Laws 

401.61  Relationship  of  section  408(b)  (2)  (C) 

to  other  provisions  of  section  408 
and  to  other  legislation  generally. 

401.62  Scope  of  orders;  relationship  to  con¬ 

fidentiality  provisions  of  Public 
Law  91-513. 

INTEEPEETATTVE  OUIDFLINES  FOE  APPLICATIONS 
AND  OEDEES  UNDEE  SECTION  408(b)  (2)  (C) 

401.71  Applications  for  orders  should  be  re¬ 

stricted  to  records  of  specified 
patients. 

401.72  Information  which  should  be  fur¬ 

nished  In  support  of  application. 

401.73  Suggested  safeguards  against  unnec- 

esssiry  disclosures. 

Authoeitt:  The  provisions  of  this  Part  401 
are  authorized  under  sections  213,  221,  222, 
and  408  of  the  Drug  Abuse  OfOce  and  Treat¬ 
ment  Act  of  1972  (Public  Law  92-255;  21 
U.S.C.  1122,  1131,  1132,  and  1175),  and  other 
relevant  provisions  of  law. 

General  Provisions 

§  401.01  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  words  shall  have  the  meanings 
indicated: 

(a)  The  term  “Act”  means  the  Drug 
Abuse  Office  and  Treatment  Act  of  1972 
(Public  Law  92-255)  including  such 
amendments  thereto  as  may  be  in  effect 
at  the  time  the  provision  referring  to  it 
is  applied. 

(b)  The  term  “Director”  means  the 
Director  of  the  Special  Action  Office  for 
Drug  Abuse  Prevention. 

(c)  The  term  “drug  abuse  preventicm 
function”  means  any  program  or  activity 
relating  to  drug  abuse  education,  train¬ 
ing,  treatment,  rehabilitation,  or  re¬ 
search,  and  includes  any  such  function 
even  when  performed  by  an  organization 
whose  primary  mission  is  in  the  field  of 
drug  traffic  prevention  functions  (as  de¬ 
fined  in  21  U.S.C.  1103(c)),  or  is  unre¬ 
lated  to  drugs. 

(d)  The  term  “drug  abuse  prevention 
fimction  authorized  or  assisted  under  any 
provision  of  the  Act  or  any  act  amended 
by  the  Act”  means  any  drug  abuse  pre¬ 
vention  function — 

(1)  Which  is  conducted  in  whole  or  in 
part  by  any  department,  agency,  or  in- 
stnunentality  of  the  United  States,  or 

(2)  For  the  lawful  conduct  of  which 
in  whole  or  part  any  license,  permit,  or 
other  authorization  is  required  to  be 
granted  by  any  department  or  agency  of 
the  United  States. 

(e)  The  term  “patient”  means  any 
person  who  is  or  has  been  interviewed, 
examined,  diagnosed,  treated,  or  re¬ 
habilitated  in  (xinnection  with  any  drug 
abuse  prevention  function. 


(f)  The  term  “governmental  person¬ 
nel”  means  those  persons  who  are  em¬ 
ployed  by  the  U.S.  Government,  by  any 
State  government,  or  by  any  agency  or 
political  subdivision  of  either,  and  in¬ 
cludes  Veterans  Administration  person¬ 
nel  as  described  in  S  401.23(b). 

(g)  The  term  “medical  personnel”  in¬ 
cludes  phvsiclans,  nurses,  psvchologists, 
counselors,  and  supporting  clerical  and 
technical  personnel. 

§  401.02  Applicability. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  this  part  applies  to 
records  or  anv  part  thereof  made  on  or 
after  March  21,  1972,  of  the  identity, 
diagnosis,  prognosis,  or  treatment  of  any 
patient  which  are  maintained  in  connec¬ 
tion  with  the  performsmce  of  any  drug 
abuse  prevention  functitm  authorized  or 
assisted  imder  the  Act  or  any  act 
ammded  by  the  Act. 

(b)  The  provisions  of  section  408  of 
the  Act  (21  U.S.C.  1175)  and  the  re¬ 
maining  provisions  of  this  part  do  not 
apply  to  anv  interchange  of  records  en¬ 
tirely  within  the  Armed  Forces,  within 
those  components  of  the  Veterans  Ad- 
ministraticm  furnishing  health  care  to 
veterans,  or  between  such  compiments 
and  the  Armed  Forces,  but  otherwise 
such  section  and  this  part  applv  to  any 
communication  to  or  from  any  person 
outside  the  Armed  Forces  or  such  com¬ 
ponents  of  the  Veterans  Administraticai. 

§  401.03  General  rules  regarding  con¬ 
fidentiality. 

Records  of  the  identity,  diagnosis, 
prognosis,  or  treatment  of  any  patient 
which  are  maintained  in  ccxmection  with 
the  performance  of  any  drug  abuse  pre¬ 
vention  fimction  shall  be  confidential, 
may  be  distdosed  only  as  authorized  by 
this  part,  and  may  not  otherwise  be  di- 
vulg^  in  any  civil,  criminal,  adminis¬ 
trative,  or  legislative  proceedbig  con¬ 
ducted  by  any  Federal,  State,  or  local 
authority,  whether  such  proceeding  is 
commenced  before  or  after  the  effectiye 
date  of  this  part. 

§  401.04  Incompetent  or  deceased  pa¬ 
tients. 

In  any  case  in  which  disclosure  is  au¬ 
thorized  with  the  consent  of  the  patient, 
such  consent  may  be  given  by  a  guardian, 
conservator,  or  other  court-aiHX>hited 
designee  in  the  case  of  an  incompetent 
patient,  and  by  an  executor,  adminis¬ 
trator.  or  other  persimal  representative 
in  the  case  of  a  deceased  patient. 

§  401.05  Security  precautions. 

(a)  Appropriate  precautltms  should  be 
taken  for  the  security  of  records  to  which 
this  part  applies.  The  succeeding  para¬ 
graphs  of  this  section  set  forth  examples 
of  such  precautions,  but  these  should  be 
added  to  or  may  be  modified  in  the  light 
of  individual  circumstances. 

(b)  The  file  of  each  pati«it  main¬ 
tained  in  connection  with  the  perform¬ 
ance  of  anv  drug  abuse  preventiim  func¬ 
tion  should  be  mark^  “Confidential 
Patient  Information."  as  should  any  rec¬ 
ord  identifying  an  individual  as  a  drug 


abuse  patient,  including  photographs, 
fingerprints,  r^xirts  of  skin  abrasions 
indicating  drug  use,  or  other  documenta¬ 
tion  of  patioit  identification. 

(c)  Each  file  drawer,  cabinet,  or  other 
container  in  which  such  files  are  kept 
should  be  consnicuouslv  labeled  with 
a  cautionary  statement  such  as  the 
following: 

Confidential  Patient  Information 

Any  UTiEutihorlFed  disclosure 
Is  a  Federal  offense. 

§  401.06  F.xtent  of  disclosure. 

An'f  disc’o«suTe  made  under  this  part, 
whether  with  or  without  the  patient’s 
consent,  shall  be  limited  to  information 
necessarv  in  the  light  of  the  need  or 
purpose  for  the  disclosure. 

Disclosures  Without  Court  Authoriza¬ 
tion  AND  With  Consent  op  Patient 

§  401.21  Form  of  consent. 

(a)  Where  disclosure  is  authorlFed 
wi*h  the  consent  of  the  natient,  such 
consent  must,  except  as  otherwise  pro¬ 
vided,  be  in  writing  and  signed  by  the 
patient.  Such  consent  must  state — 

(1)  The  name  of  the  person  or  or¬ 
ganization  to  whom  disclosure  is  to  be 
made, 

(2)  The  specific  type  of  information 
to  be  disclosed,  and 

(3)  The  purpose  or  need  for  such 
disclosure. 

§  401.22  Disclosure  to  medical  person¬ 
nel. 

Wii’h  ♦he  patient’s  consent,  disclosure 
to  medical  personnel  is  authorized  for 
the  purposes  of  diagnosis  or  treatment. 
The  consent  must  be  in  writing  and  in 
the  form  prescribed  in  §  401.21.  All  medi¬ 
cal  personnel  to  whom  disclosure  is  made 
shall  be  subject  to  all  of  the  rules  on 
confidentiality  as  set  forth  in  this  part. 

§  401.23  Disclosure  to  governmental 
personnel  for  purpose  of  obtaining 
benefits. 

(a)  Wl*h  the  written  consent  of  a  pa¬ 
tient.  disclosure  is  authorized  to  govern¬ 
ment^  personnel  for  the  punxise  of  ob¬ 
taining  benefits  to  which  the  patient  is 
entitled.  For  the  nvirposes  of  this  section, 
benefits  to  which  a  patient  is  entitled 
Include,  but  are  not  limited  to,  any  wel¬ 
fare,  medicare,  or  other  public  financial 
assistance  authorized  by  Federal,  State, 
or  local  law,  the  suspension  of  prosecu¬ 
tion.  the  granting  of  probation  or  parole, 
public  pension  or  retiremmt  benefits, 
and  any  other  benefit  conferred  by  law¬ 
ful  authority. 

(b)  Disclosure  may  be  made  to  Vet¬ 
erans  Administration  personnel  for  the 
purpose  of  determining  a  patient’s  eligi¬ 
bility  for  hospitalization,  pension,  or 
other  veterans’  benefits.  For  the  purpose 
of  this  section.  Veterans  Administration 
personnel  includes  any  personnel 
(whether  or  not  anployed  or  com¬ 
pensated  by  the  Veterans  Administra¬ 
tion)  authorized  by  the  Veterans  Admin¬ 
istration  to  assist  patients  in  the  prep¬ 
aration  and  submission  of  their  claims. 
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(c)  Where  treatment  for  drug  abiuie 
has  been  made  a  condition  to  the  grant¬ 
ing  or  continuation  of  a  welfare  or  other 
public  benefit,  disclosure  is  authorized 
to  governmental  personnel  responsible 
for  the  administration  or  determination 
of  such  benefits. 

§  401.24  Disclosure  in  connection  with 
parole,  probation,  or  suspension  of 
prosecution. 

(a)  In  the  case  of  a  drug  abuser 
charged  with  a  criminal  offense  or  who 
is  subject  to  parole  or  other  probationary 
action  and  who  has  agreed  to  participate 
in  a  drug  abuse  prevention  treatment 
program  as  a  condition  of  release  from 
confinement  or  as  a  condition  to  the 
dropping,  deferral,  or  suspension  of 
charges  or  judgment,  disclosure  of  such 
person’s  treatment  records  in  connection 
with  such  program  is  authorized  if  the 
patient  consents  in  writing  to  participate 
in  such  program  and  consents  to  dis¬ 
closure  in  accordance  with  §  401.21. 

*  (b)  Disclosure  pursuant  to  this  sec¬ 
tion  shall  be  limited  to  the  patient’s 
attorney  and  to  governmental  personnel 
having  responsibility  with  respect  to  the 
prosecution  of  the  patient  or  for  super¬ 
vising  his  probation  or  parole. 

§  401 .25  Disclodure  to  legal  counsel. 

(a)  In  any  situation  in  which  disclo¬ 
sure  is  i>ermitted  with  the  patient’s  con¬ 
sent  for  one  or  more  of  the  authorized 
purposes  as  stated  in  this  part  and  the 
patient  has  secured  the  advice  of  legal 
counsel,  disclosure  may  be  made  to  the 
patient’s  attorney  upon  the  written  ap¬ 
plication  of  the  patient  endorsed  by  the 
attorney. 

<b)  In  any  situation  in  which  a  pa¬ 
tient  seeks  the  advice  of  legal  counsel 
on  the  Question  of  waiving  confiden¬ 
tiality,  disclosure  is  authorized  to  the 
extent  necessary  to  render  such  advice, 
if  written  application  for  such  disclosure 
is  made  by  the  patient  and  endorsed  by 
the  attorney. 

§  401.26  Evaluations  in  connection  with 
rehabilitation. 

(a)  Whenever  a  patient  or  former  pa¬ 
tient  has  been  employed  or  been  accepted 
for  employment  conditioned  upon  his 
progress  or  status  in  a  treatment  pro¬ 
gram,  an  evaluation  of  such  progress  or 
status  by  a  qualified  physician  or  coun¬ 
sellor  may  be  furnished  to  the  employer 
subject  to  all  of  the  following  conditions 
and  requirements: 

(1)  ’The  request  for  such  an  evalua¬ 
tion  must  be  in  writing  and  signed  by 
the  patient. 

(2)  ’The  request  must  identify  the  em¬ 
ployer  (or  oCacial  therein)  cooperating  in 
the  patient’s  rehabilitation  program. 

(3)  The  treatment  organization  must 
vertify  the  authenticity  of  the  request  by 
telephone  or  other  means  of  commxmica- 
tion  and  ascertain  the  extent  that  the 
information  is  needed  to  vertify  the  pa¬ 
tient’s  treatment  statiis. 

(4)  The  information  shall  be  limited 
to  that  reasonably  necessary  in  view  of 
the  type  of  emplosonent  involved. 

(5)  No  information  may  be  furnished 
by  a  treatment  organization  unless  the 


organization  is  satisfied  on  the  basis  of 
past  experience  or  other  credible  infor¬ 
mation  (which  may  in  appropriate  cases 
consist  of  a  written  statement  by  the 
employer)  that  such  information  will  be 
used  for  the  purpose  of  assisting  in  the 
rehabilitation  of  the  patient  and  not  far 
the  purpose  of  identifying  the  individual 
as  a  patient  in  order  to  deny  him  em¬ 
ployment  or  advancement  because  of  his 
history  of  drug  abuse. 

(b)  Information  in  the  nature  of  a 
general  evaluation  of  a  patient’s  present 
or  past  status  in  a  treatment  program 
mav  be  furnished  to  members  of  the  pa¬ 
tient’s  family  if,  in  the  judgment  of  a 
qualified  physician  or  counsellor,  such 
information  would  be  helpful  in  treat¬ 
ment  or  rehabilitation  of  the  patient  and 
the  patient  makes  a  written  request  for 
such  information  to  be  furnished. 

Disclosures  Without  Court  Author¬ 
ization  AND  Without  Consent  or 

Patient 

§  401.41  Disclosure  without  consent  in 
general. 

(a)  Disclosure  of  a  patient’s  records 
may  be  made  without  the  consent  of  the 
patient  and  without  authority  of  a  court 
order  as  follows: 

(1)  To  medical  personnel  to  meet  a 
medical  emergency:  and 

(2)  To  qualified  personnel  for  ptuposes 
of  research,  audits,  or  program  eval¬ 
uation. 

§401.42  Medical  emergency. 

Disclosure  to  medical  personnel,  either 
private  or  governmental,  is  authorized 
without  the  consent  of  a  patient  only 
when  necessary  to  meet  a  bona  fide 
medical  emergency  and  only  to  the  ex¬ 
tent  necessary  to  meet  such  emergency. 
For  the  purposes  of  this  section  a  bona 
fide  emergency  may  be  considered  to 
exist  whenever  competent  medical  au¬ 
thority  has  determined  that  the  life  or 
health  of  the  patient  involved  may  be 
impaired  and  medical  treatment  without 
the  record  could  be  detrimental  to  the 
patient’s  health.  Where,  for  example,  a 
person  is  incarcerated  and  claims  to  be 
a  patient  in  a  methadone  treatment  pro¬ 
gram,  this  claim  may  be  verified  by  in¬ 
quiry  to  the  treatment  center 
administering  the  program  or  to  a  reg¬ 
istry  such  as  is  referred  to  in  §  401.43  in 
order  to  avoid  overdose  on  the  one  hand, 
or  the  danger  of  imtreated  withdrawal 
on  the  other. 

§  401.43  Records  maintained  in  connec¬ 
tion  with  chemotherapeutic  treat¬ 
ment. 

The  commtinication  of  information  re¬ 
lating  to  patient  identity  and  dosage  be¬ 
tween  or  among  programs  approved  by 
the  Commissioner  of  Food  and  Drugs 
pursuant  to  S  130.44  of  this  title,  or  be¬ 
tween  such  programs  and  a  registry 
serving  them,  shaU  not  be  considered  as 
a  disclosure  in  violation  of  section  408(a) 
of  the  Act  (21  U.S.C.  1175(a)).  but  any 
such  information  received  by  any  such 
registry  shall  be  fully  subject  to  section 
408  of  the  Act  and  to  the  provisions  of 
this  part. 


§  401.44  Research,  audits,  and  program 
evaluation. 

(a)  Disclosure  without  consent  is  au¬ 
thorized  to  qualified  personnel  for  the 
purpose  of  conducting  scientific  re¬ 
search,  management,  or  financial  audits, 
or  program  evaluation,  but  such  person¬ 
nel  may  not  identify,  directly  or  indi¬ 
rectly,  any  individual  patient  in  any 
report  of  such  research,  audit,  or  eval¬ 
uation,  or  otherwise  disclose  patient 
identities  in  any  manner.  Information 
so  obtained  may  be  used  in  enforcing 
lawful  requirements  imposed  with  re¬ 
spect  to  the  operation  of  treatment  pro¬ 
grams  employing  controlled  substances, 
but  section  408(c)  of  the  Act  (21  n.S.C. 
1175(c) )  specifically  prohibits  the  use  of 
patient  records  to  initiate  or  substantiate 
any  criminal  charges  against  a  patient 
or  to  conduct  any  investigation  of  a 
patient,  except  as  authorized  imder  a 
court  order  granted  under  section  408 
(b)(2)(C)  (21  U.S.C.  1175(b)(2)(C)). 

Criminal  Penalties 

§  401.51  Penalty  for  unauthorised  dis¬ 
closure. 

Subsection  (e)  of  section  408  of  the 
Act  (21  U.S.C.  1175)  provides  that  ex¬ 
cept  as  authorized  imder  subsection  (b) 
of  that  section,  any  person  who  discloses 
the  contents  of  any  record  referred  to  in 
.subsection  (a)  of  that  section  shall  be 
fined  not  more  than  $500  in  the  case  of  a 
first  offense,  and  not  more  than  $5,000 
in  the  case  of  each  subsequent  offense. 

Interpretation  or  Section  408(b)  (2)  (C) 
IN  Relation  to  Other  Laws 

§  401.61  Rdationfthip  of  section  408 
(b)(2)(C)  to  <Hher  provisions  of 
section  408  and  to  other  legislation 
generally. 

Section  408(b)(2)(C)  of  the  Act  (21 
U.S.C.  1175(b)(2)(C))  empowers  the 
courts,  in  appropriate  circumstances,  to 
authorize  disclosures  which  would  other¬ 
wise  be  prohibited  by  section  408(a). 
Both  the  positioning  of  this  authority 
in  the  bill  as  initially  passed  by  the  Sen¬ 
ate  and  the  explicit  rrossreference  in  sec¬ 
tion  408(a)  of  the  final  Act  m'^ke  clear 
the  congressional  intent  that  section  408 
(b)  (2)  (C)  o»'erate  as  a  mech’»nism  for 
the  relief  of  the  408(a)  strictures  and  not 
as  an  affirmative  grant  of  jurisdicti^'n  to 
authorize  disclosures  prohibited  by  other 
provisions  of  law,  whether  Federal  or 
State.  By  the  same  token,  it  .should  be 
noted  that  the  authority  which  section 
408(b)  (2)  (C)  of  the  Act  (21  UB.C.  1175 
(b)  (2)  (C) )  confers  on  courts  to  issue 
orders  authorizing  the  disclosure  of  rec¬ 
ords  applies  only  to  records  referred  to 
in  section  408(a)  (21  U.S.C.  1175(a))  — 
that  is,  the  records  m'»int''ined  bv  op¬ 
erating  treatment  or  research  urograms, 
and  not  to  secondary  records  generated 
by  the  disclosure  of  the  408(a)  records 
to  researchers,  auditors,  or  evaluators 
pursuant  to  section  408(b)  (2)  (B). 

§  401.62  Scope  of  orders;  relationship 
to  confidentiality  provisions  of  PuIh 
lie  Law  91—513. 

(a)  It  is  abundantly  clear  that  section 
408(b)  (2)  (C)  was  not  intended  to  confer 


i 


federal  register,  VOL.  37,  NO.  323 — FRIDAY,  NOVEMtER  17,  1972 


RULES  AND  REGULATIONS 


24639 


Jurisdiction  on  any  court  to  ccunpel  dis¬ 
closure  of  any  informatirai,  but  solely  to 
authorize  such  disclosure.  An  order  or 
provision  of  an  order  based  on  some  other 
authority,  or  a  subpena,  or  other  appro¬ 
priate  legal  process,  is  required  to  compel 
disclosure.  TO  illustrate,  if  a  person  who 
maintains  records  subject  to  section  408 

(a)  of  the  Act  is  merely  requested,  or  is 
even  served  with  a  suboena.  to  disclose 
information  contained  therein  which  is 
a  type  whose  disclosure  is  not  authorized 
under  section  408  of  the  Act  or  any  of  the 
foregoing  provisicms  of  this  part,  he 
must  refuse  such  a  request  imless,  and 
until,  an  order  is  issued  under  section 
408(b)(2)(C).  Such  an  order  could  au¬ 
thorize,  but  could  not,  of  its  own  force, 
require  disclosure.  If  there  were  no  sub¬ 
pena  or  other  compulsory  process,  the 
custodian  of  the  records  would  have  the 
discretion  as  to  whether  to  disclose  the 
information  sought  unless  and  imtil  dis¬ 
closure  were  ordered  by  means  of  appro¬ 
priate  legal  process,  the  authority  for 
which  would  have  to  be  found  in  some 
source  other  than  section  408  of  the  Act. 
This  result  is  compelled  by  the  language 
of  section  408(b)(2)  itself.  The  words 
used,  “the  content  of  such  record  may  be 
disclosed  *  *  *  if  authorized  by  an  appro¬ 
priate  order”  are  too  explicit  and  too  well 
established  as  words  of  art  to  be  inter¬ 
preted  as  meaning  “the  content  of  such 
record  shall  be  disclosed  if  required  by  an 
appropriate  order.” 

(b)(1)  This  interpretation  of  the 
permissible  scope  of  a  408(b)  (2)  (C)  or¬ 
der  is  not  only  appropriate  in  the  light 
of  the  purposes,  language,  and  legislative 
history  of  the  Act  in  which  it  appears,  but 
also  is  necessary  in  order  to  harmonize 
that  section  with  other  legislation  deal¬ 
ing  with  a  narrower  aspect  of  the  same 
subject  matter.  By  sections  3(a)  and  502 

(c)  of  the  Comprehensive  Drug  Abuse 
Control  and  Treatment  Act  of  1970  (42 
U.S.C.  242a(a);  21  UJ3.C.  872(c)),  Con¬ 
gress  conferred  on  the  Secretary  of 
Health,  Educaticm,  and  W^are  and  on 
the  Attorney  General,  respectively,  power 
to  authoriw  persons  engaged  in  durg 
research  to  withhold  names  and  other 
identifying  characteristics  of  persons 
who  are  the  subject  of  such  research, 
and  expressly  provided  that  when  such 
authority  has  been  obtained,  its  holder 
may  not  be  compelled  to  disclose  identi¬ 
fying  informatlcm  “in  any  Federal,  State, 
or  local  civil,  criminal,  administrative, 
legislative,  or  other  proceedings  •  •  •  ” 
(2)  If  section  408  of  the  1972  Act  were 
to  be  interpreted  as  an  independent  grant 


of  authority  to  compel  testimmy.  It 
would  obviously  be  in  direct  conflict  with 
the  provisions  of  the  1970  Act  discussed 
above.  This  becomes  significant,  for  ex¬ 
ample,  in  the  case  of  methadone,  which 
for  the  purpose  of  treating  opiate  addic¬ 
tion  on  a  longer-range  basis  is  classifled 
as  an  experimental  drug  which  may  not 
be  administered  except  in  connection 
with  research.  Nothing  in  either  the  lan¬ 
guage  or  the  legislative  history  of  the 
Act  indicates  any  intent  on  the  part  of 
Congress  to  amend  the  provisions  of 
the  1970  Act  or  to  reduce  Uie  protection 
which  can  be  afforded  \mder  them.  Since 
the  language  of  section  408  permits,  if 
it  does  not  require,  a  construction  which 
harmonizes  with  the  1970  Act,  it  clearly 
should  not  be  construed  to  authorize 
a  court  order  in  derogation  of  any  exer¬ 
cise  of  the  authority  of  the  Secretary  of 
Health,  EducatUm,  and  Welfare  under 
section  242a(a)  of  title  42,  United  States 
Code,  or  the  Attorney  General  imder 
section  872(c)  of  title  21,  United  States 
Code. 

Intxrprktativk  Guioelinxs  for  Appuca- 

TiONS  AND  Orders  Under  Section 

408(b)  (2)  (C) 

§  401.71  Applications  for  orders  should 
be  restricted  to  records  of  specified 
patients. 

Section  408(b)  (2)  (C'  empowers  courts 
of  competent  Jurisdiction  to  authorize 
disclosure  only  on  a  showing  of  good 
cause.  That  section  expressly  provides 
that  in  assessing  wheth^  good  cause 
exists,  the  court  must  weight  the  pubUc 
interest  and  the  need  for  disclosiuie 
against  the  injury  (a)  to  the  patient, 

(b)  to  the  physician-patient  relation¬ 
ship.  and  (c)  to  the  treatment  services. 
Because  these  factors  can  only  be 
weighted  with  respect  to  the  particular 
patient  involved,  uiy  application  tor 
such  an  order  should  relate  only  to  the 
records  (or  a  part  there<^)  of  a  specific 
patient  and  should  include  an  idaitiflca- 
tion  the  patient  and  an  Indication 
whether  the  applicaticm  is  being  made 
with  or  without  his  consent.  This  con¬ 
clusion  is  buttressed  by  the  form  of  sec¬ 
tion  408,  which  appears  to  have  been 
deliberately  cast  in  terms  of  the  indl- 
vidiud  patient,  e.g.  section  408(b)(1), 
“If  the  patient  *  *  *  gives  his  written 
consait  •  •  and  408(b)(2),  "If  the 
patient  •  *  *  does  not  give  his  writtm 
consent  *  *  suggesting  an  intuition 
that  the  disclosure  order  be  limited  to 


the  records  of  a  particular  patient  who 
either  did  or  did  not  ccmsent  to  the 
disclosure. 

§  401.72  Infomution  which  should  be 
furnished  in  support  of  application. 

In  those  cases  in  which  an  sqi^lication 
is  not  made  by  or  with  the  consmt  of 
the  patient,  or  is  not  Joined  in  or  (xm- 
sent^  to  by  the  person  or  organizaticxi 
responsible  for  the  records  to  which  it 
relates,  the  Act  implicitly  requires  that 
such  applicati(m  be  supported  by  ade¬ 
quate  information  to  enable  the  court  to 
make  the  following  findings: 

(a)  The  natiu*e  of  the  public  Interest 
that  would  be  served  by  granting  the 
application; 

(b)  Any  actual  or  potential  injury, 
either  economic  (»:  social,  that  could  re¬ 
sult  to  the  patient  or  to  the  relationship 
of  the  patient  to  his  physician; 

(c)  The  effect  that  an  order  of  disclo¬ 
sure  would  have  on  the  administration 
of  the  drug-abuse  prevention  program; 
and 

(d)  A  clear  showing  that  the  interests 
of  the  public  are  substantial  in  relation 
to  possible  injury  to  the  patlait  or  to  the 
patient-physician  relaticmship. 

§  401.73  Suggested  safeguards  against 
unnecessary  disclosures. 

Section  408(b)  (2)  (C)  implicitly  nega¬ 
tives  any  court  order  requiring  imlimited 
disclosure  when  limited  disclosure  would 
serve  Uie  ptupose.  It  states  that  “in  de¬ 
termining  the  extent  to  which  any  dis¬ 
closure  of  all  or  any  part  of  any  record 
Is  necessary,”  the  court  is  required  to 
impose  appropriate  safeguards  against 
unauthorized  disclosure.  To  facilitate 
compliance  with  this  requirement,  it 
would  be  within  the  Intent  and  spirit  of 
this  provisi(m  of  section  408  toat  any 
such  court  order: 

(a)  Limit  disclosure  to  those  parts  of 
the  patient’s  record  deemed  essential  to 
fulfill  the  objective  for  which  the  order 
was  granted; 

(b)  Limit  disclosure  to  those  persons 
whose  need  for  the  information  Is  the 
basis  for  the  order; 

(c)  Require,  where  appropriate,  that 
all  information  disclosed  be  held  in 
camera;  and 

(d)  include  any  other  appropriate 
measures  to  keeo  disclosure  to  a  min¬ 
imum,  consistent  with  the  protection  of 
the  patient  the  phvsician-patient  rela¬ 
tionship  and  the  administration  of  the 
drug-abuse  prevention  program. 

(FR  Doe.7a-19«a6  FUed  ll-16-7a;8;64  mm] 
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programs  and  functions  of 
the  U.S.  Government  agencies, 
and  identifies  key  officials 
in  each  agency. 

Included  with  most 
agency  statements  are 
“Sources  of  Information” 
sections  which  give  helpful 
Information  on: 
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•  Contracting  with  the 
Federal  Government 

•  Environmental  programs 

•  Small  business  opportunities 

•  Federal  publications 

•  Speakers  and  films  available 
to  civic  and  educational  groups 

This  handbook  is  a  “must”  for 
teachers,  students,  librarians, 
researchers,  businessmen, 
and  lawyers  who  need  current 
official  information  about  the 
U.S.  Government. 
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